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(b) Records of controlled substances
used in chemical analysis or other lab-
oratory work are not required.

(c) Records relating to known or sus-
pected controlled substances received
as evidentiary material for analysis are
not required under paragraph (a) of
this section.

[36 FR 7793, Apr. 24, 1971, as amended at 36
FR 13386, July 21, 1971; 36 FR 18732, Sept. 21,
1971. Redesignated at 38 FR 26609, Sept. 24,
1973, and further redesignated at 62 FR 13961,
Mar. 24, 1997]

§1304.24 Records for maintenance
treatment programs and detoxifica-
tion treatment programs.

(a) Each person registered or author-
ized (by §1301.22 of this chapter) to
maintain and/or detoxify controlled
substance users in a narcotic treat-
ment program shall maintain records
with the following information for each
narcotic controlled substance:

(1) Name of substance;

(2) Strength of substance;

(3) Dosage form;

(4) Date dispensed;

(5) Adequate identification of patient
(consumer);

(6) Amount consumed;

(7Y Amount and dosage form taken
home by patient; and

(8) Dispenser’s initials.

(b) The records required by paragraph
(a) of this section will be maintained in
a dispensing log at the narcotic treat-
ment program site and will be main-
tained in compliance with §1304.22
without reference to §1304.03.

(c) All sites which compound a bulk
narcotic solution from bulk narcotic
powder to liquid for on-site use must
keep a separate batch record of the
compounding.

(d) Records of identity, diagnosis,
prognosis, or treatment of any patients
which are maintained in connection
with the performance of a narcotic
treatment program shall be confiden-
tial, except that such records may be
disclosed for purposes and under the
circumstances authorized by part 310
and 42 CFR part 2.

[39 FR 37985, Oct. 25, 1974. Redesignated and
amended at 62 FR 13961, Mar. 24, 1997]
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§1304.25 Records for treatment pro-
grams which compound narcotics
for treatment programs and other
locations.

Each person registered or authorized
by §1301.22 of this chapter to compound
narcotic drugs for off-site use in a nar-
cotic treatment program shall main-
tain records which include the fol-
lowing information for each narcotic
drug:

(a) For each narcotic controlled sub-
stance in bulk form to be used in, or
capable of use in, or being used in, the
compounding of the same or other non-
controlled substances in finished form:

(1) The name of the substance;

(2) The quantity compounded in bulk
form by the registrant, including the
date, quantity and batch or other iden-
tifying number of each batch com-
pounded;

(3) The quantity received from other
persons, including the date and quan-
tity of each receipt and the name, ad-
dress and registration number of the
other person from whom the substance
was received;

(4) The quantity imported directly by
the registrant (under a registration as
an importer) for use in compounding by
him, including the date, quantity and
import permit or declaration number
of each importation;

(6) The quantity used to compound
the same substance in finished form,
including:

(i) The date and batch or other iden-
tifying number of each compounding;

(ii) The quantity used in the com-
pound;

(iii) The finished form (e.g., 10-milli-
gram tablets or 10-milligram con-
centration per fluid ounce or milliliter;

(iv) The number of units of finished
form compounded;

(v) The quantity used in quality con-
trol;

(vi) The quantity 1lost during
compounding and the causes therefore,
if known;

(vii) The total quantity of the sub-
stance contained in the finished form;

(viii) The theoretical and actual
yields; and

(ix) Such other information as is nec-
essary to account for all controlled
substances used in the compounding
process;
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(6) The quantity used to manufacture
other controlled and non-controlled
substances; including the name of each
substance manufactured and the infor-
mation required in paragraph (a)(5) of
this section;

(7) The quantity distributed in bulk
form to other programs, including the
date and quantity of each distribution
and the name, address and registration
number of each program to whom a dis-
tribution was made;

(8) The quantity exported directly by
the registrant (under a registration as
an exporter), including the date, quan-
tity, and export permit or declaration
number of each exploration; and

(9) The quantity disposed of by de-
struction, including the reason, date
and manner of destruction. All other
destruction of narcotic controlled sub-
stances will comply with §1307.22.

(b) For each narcotic controlled sub-
stance in finished form:

(1) The name of the substance;

(2) Bach finished form (e.g., 10-milli-
gram tablet or 10 milligram concentra-
tion per fluid ounce or milliliter) and
the number of units or volume or fin-
ished form in each commercial con-
tainer (e.g., 100-tablet bottle or 3-milli-
liter vial);

(3) The number of containers of each
such commercial finished form com-
pounded from bulk form by the reg-
istrant, including the information re-
quired pursuant to paragraph (a)(5) of
this section;

(4) The number of units of finished
forms and/or commercial containers re-
ceived from other persons, including
the date of and number of units and/or
commercial containers in each receipt
and the name, address and registration
number of the person from whom the
units were received;

(56) The number of units of finished
forms and/or commercial containers
imported directly by the person (under
a registration or authorization to im-
port), including the date of, the num-
ber of units and/or commercial con-
tainers in, and the import permit or
declaration number for, each importa-
tion;

(6) The number of units and/or com-
mercial containers compounded by the
registrant from units in finished form

63

§1304.26

received from others or imported, in-
cluding:

(i) The date and batch or other iden-
tifying number of each compounding;

(ii) The operation performed (e.g., re-
packaging or relabeling);

(iii) The number of units of finished
form used in the compound, the num-
ber compounded and the number lost
during compounding, with the causes
for such losses, if known; and

(iv) Such other information as is nec-
essary to account for all controlled
substances used in the compounding
process;

(7) The number of containers distrib-
uted to other programs, including the
date, the number of containers in each
distribution, and the name, address and
registration number of the program to
whom the containers were distributed;

(8) The number of commercial con-
tainers exported directly by the reg-
istrant (under a registration as an ex-
porter), including the date, number of
containers and export permit or dec-
laration number for each exportation;
and

(9) The number of units of finished
forms and/or commercial containers
destroyed in any manner by the reg-
istrant, including the reason, the date
and manner of destruction. All other
destruction of narcotic controlled sub-
stances will comply with §1307.22.

[39 FR 37985, Oct. 25, 1974. Redesignated at 62
FR 13961, Mar. 24, 1997]

§1304.26 Additional recordkeeping re-
quirements applicable to drug prod-
ucts containing gamma-hydroxy-
butyric acid.

In addition to the recordkeeping re-
quirements for dispensers and research-
ers provided in §1304.22, practitioners
dispensing gamma-hydroxybutyric acid
that is manufactured or distributed in
accordance with an application under
section 505 of the Federal Food, Drug,
and Cosmetic Act must maintain and
make available for inspection and
copying by the Attorney General, all of
the following information for each pre-
scription:

(a) Name of the prescribing practi-
tioner.

(b) Prescribing practitioner’s Federal
and State registration numbers, with



